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Details of Revision: Updated anaphylaxis recommendations and product monograph links.

Other Names

Gammagard Liquid®, Gammagard S/D®, Gamunex®, IGIVnex®, Octagam®,
Privigen®, Panzyga®

Description ¢ Human immune globulin protein derived from human plasma for intravenous
administration

Special ¢ Qualified transfusionist may administer:

Approvals/ o The physician’s order must include the number of doses required

Authorizations

o The physician must be readily available for the 1st dose of each course of therapy

e Supplied by Canadian Blood Services (CBS)
e Contact your facility blood bank/transfusion service regarding stock availability on site
e This is not a pharmacy item
e ABO compatibility/valid type and screen is not required
Classification e Blood Product/Plasma Protein Product (PPP)
Indications e Refer to Criteria for the Clinical Use of Immune Globulin, First Edition, April 2018 for
Pediatric and Adult indications
¢ Pregnant women: The safety of IVIG for use in human pregnancy has not been
established in controlled clinical trials and should be given with caution if required
e Nursing women: Immune globulins are excreted into the milk and may contribute to the
transfer of protective antibodies to the neonate
e Pediatrics: Limited clinical trials have been performed. From the clinical trials performed,
the listed warnings and precautions apply both to adults and children. Refer to product
monograph for details.
Contraindications e Known anaphylactic or severe systemic response to immune globulin (human)
WARNINGS:

Individuals with severe, selective IgA deficiencies (serum IgA < 0.05 g/L) who have known
antibody against IgA

Depending upon dosage, defer administration of live viral vaccines (e.g. measles, mumps,
rubella) for 3-12 months

IVIG products have been reported to be associated with renal dysfunction, acute renal
failure, osmotic nephrosis and death. Patients predisposed to acute renal failure include
patients with any degree of pre-existing renal insufficiency, diabetes mellitus, age greater
than 65, volume depletion, sepsis, paraproteinemia or patients receiving known nephrotoxic
drugs. In such patients, IVIG products should be administered at a reduced rate
Pre-existing renal impairment — slow infusion, decrease maximum infusion rate to no more
than 2 mL/kg/hour

Persons with diabetes — at high dosages, the glucose content of some products has
produced hyperglycemia

Persons with previous neurologic reaction — slow infusion, push fluids, consider using
prednisone

Increased risk of thrombotic events especially in patients with a history of atherosclerosis,
multiple cardiac risk factors, advanced age, impaired cardiac output and hyperviscosity
Human plasma derivative; risk of transmitting infectious agent

DO NOT MIX DIFFERENT IVIG PRODUCTS

Supplied Canadian Blood Services:
¢ The intended recipient must be properly identified before the infusion is started
e Refer to the Manitoba Transfusion Best Practice Resource Manual 2024 Guideline 2
“Identification and Labelling of Pre-Transfusion Samples”.
Dosage Refer to Criteria for the Clinical Use of Immune Globulin, First Edition, April 2018 for Pediatric and

Adult dosing recommendations.

Use the dosage calculator found on the Transfusion Manitoba website to obtain calculated
dosage based on ideal body weight

NOTE: For all dosing, the blood bank will round down to the nearest 5g vial size to
minimize wastage. Contact Transfusion Medicine physician on-call and/or specialist if
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dosing clarification is required.

e For patients at risk for measles exposure: If a patient has been exposed to measles, please
refer to the National Advisory Committee on Immunization (NACI) recommendations for
measles post-exposure prophylaxis.

Stability e DO NOT SHAKE PRODUCTS
e Solutions must be at room temperature and clear in appearance prior to start of infusion
¢ Product must be returned to a monitored blood bank fridge within 60 minutes of
issue if not used or it will be discarded
Storage

Six IVIG products are available from Canadian Blood Services (CBS)

Supplied as:

Product

Concentration

Form

Storage

Gammagard S/D®
(Takeda)

50 or 100 mg/mL
(5 0or 10%)

Lyophilized powder
59

Room temperature (not to exceed
+25°C)

Do not freeze

Do not use after the expiry date
stated on the label

Refrigerate +2°C to +8°C for up to
36 months; product may be stored
for a single period of up to 12

Samgg%?;ieda) 100 mg/mL (10%) lé'g‘u'd 2:5,5,10, 20, months at room temperature (below
q 9 +25°C) within the first 24 months of
the date of manufacture
Do not freeze
Gamunex® o Liquid 2.5, 5, 10, Refrigerate +2°C to +8°C; product
(Grifols) 100 mg/mL (10%) 20g may be stored at temperatures not
to exceed +25°C for up to 6 months
IGIVnex® (Grifols) | 100 mg/mL (10%) | Liquid 10, 20g anytime during the 36-month shelf

life
Do not freeze

Refrigerate at +2°C to +8°C for 24
months from the date of

(CSL Behring)

100 mg/mL (10%)

Octagam® 100 mg/mL Liquid 2, 5, 10, 20, manufacture; may be stored up to 9
(Octapharma) (10%) 30g months at <25°C

Protect from light

Do not freeze

Store at +2°C to +25°C until the
Privigen® Liquid 2.5, 5, 10, 20, expiration date printed on the carton

409

Shelf life is 36 months
Do not freeze

Panzyga®
(Octapharma)

100 mg/mL (10%)

Liquid 2.5, 5, 10, 20,
30g

Refrigerate at +2°C to +8°C for 36
months from the date of
manufacture; may be stored up to
12 months at £25°C

Protect from light

Do not freeze

Compatibilities/
Incompatibilities

Compatible Solutions:
e  Compatible with 5% dextrose in water (D5W) only; INCOMPATIBLE with normal saline
o Administer separately; do not mix or “piggyback” with other medications or parenteral fluids
e Do not mix different brands of IVIG. Exception: Gamunex and 1VIGnex

Administration,
Identification

e Anindependent 2-person check is required for all doses

. Refer to:

o Manitoba Transfusion Best Practice Resource Manual 2024 Guideline 1 —

Informed Consent for Administration of Blood, Blood Components, and Blood
Products.Manitoba Transfusion Best Practice Resource Manual 2024 Guideline 3 —
Patient Identification for Blood, Blood Component, and/or Blood Product
Administration.
e Anaphylaxis Management: to be managed as per your facility’s protocol.
e Record of Transfusion (RoT) to be returned to Blood Bank upon initiation of last bottle
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Additional Notes

Central Venous Access Device: Use in patients with Primary Immune Deficiency (PID) should be at

the direction of the physician.

Administration,
Method

Administration Set:

¢ Administer through a standard vented intravenous (IV) set

Gammagard | Gamunex® & . Gammagard
Octagam® Liquid® IGIVnox® Privigen® | panzyga® S/D®g
Reconstitution Supplied in liquid form and does not require reconstitution Refer to

package insert
for
reconstitution
directions and
use needleless
transfer device
included in
product box

Use 5%
concentration
for first dose

Administration

o All patients should be well hydrated and not volume-depleted prior to initiation of IVIG

e Administer in order of smallest to largest vial size
e Transfusion of each dose must be completed within 4 hours

Infusion Rate

Refer to the Pediatric & Adult IVIG Infusion Rate Table on page 5

NOTE: Subsequent bottles with different lot numbers do not require rate to be restarted

Filter

No No No No No

Yes (Baxter
solution set
1W5000s with
15 micron disc
filter included
in product box)
or tubing that is
equivalent if
the facility is
using a
different brand
of pump.

Stability of
reconstituted
product

24 hours
refrigerated

12 hours at
room temp

Compatibility

D5W D5W D5W D5W D5W

D5W

Monitoring

e Refer to the Manitoba Transfusion Best Practice Resource Manual 2024 Guideline 5 —

Monitoring of Patients Receiving TransfusionThe qualified transfusionist must remain with
the patient for the first 15 minutes of the transfusion and be available for the remainder of

the transfusion

e Vital signs are to be monitored within 30 minutes prior to transfusion, 15 minutes after start
of transfusion, with each rate increase, every hour during, at the end of the transfusion and

if clinically indicated

e Inpatients: vital signs should be recorded one hour after the completion of the transfusion

o Outpatients: instructions on identification of transfusion reaction must be provided at
discharge.
NOTE: Subsequent bottles with different lot numbers do not require vital signs to be restarted
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Adverse Events Refer to the Manitoba Transfusion Best Practice Resource Manual 2024 Guideline 7 —
Transfusion Reaction: Identification, Management, and Reporting.

ADVERSE REACTIONS REPORTED:

o NOTE: Adverse effects may occur up to 72 hours post-infusion, especially with dosages
greater than 500 mg/kg Hypersensitivity: generalized flushing, urticaria, palpitations,
respiratory distress, hypotension
CV: hypotension, palpitations, arrhythmias (rare)

Gl: nausea, vomiting

HEMAT: hemolysis, thrombotic events

HEPATIC: hepatitis (rare)

METAB: hyperglycemia (especially in persons with diabetes and with glucose containing

products)

NEURO: headache (very common), malaise, dizziness, fever, fatigue, aseptic meningitis

o RENAL: acute renal failure (infusion related; especially in patients with pre-existing renal
impairment)

¢ RESP: noncardiogenic pulmonary edema with respiratory distress, hypoxemia and fever
within 1-6 hours

o LOCAL: phlebitis (especially with Gammagard® S/D 10%; use large peripheral or central
vein)

e OTHER: infusion rate related: flushing, myalgia, respiratory distress, chest tightness,
chills, fever

Additional Notes | None

Resources: e Manitoba Transfusion Best Practice Resource Manual

Canadian Blood Services

National Advisory Committee on Blood and Blood Products: IVIG

Canadian Blood Services: Clinical Guide to Transfusion

Bloody Easy 5.1: Blood Transfusions, Blood Alternatives and Transfusion Reactions. A
Guide to Transfusion Medicine, fifth Edition Handbook — ORBCoNCBS Clinical Guide to
Transfusion: Chapter 4 Immune Globulin Products

Gammagard Liquid® Product Monograph — Date of Revision: November 26, 2021
Gamunex® Product Monograph — Date of Approval: November 15, 2024

IGIVnex® Product Monograph — Date of Approval: July 12, 2017

Privigen® Product Monograph — Date of Approval: July 25, 2025

Gammagard S/D® Product Monograph - Date of Approval: November 26, 2021
Panzyga® Product Monograph - Date of Approval: May 19, 2021

Octagam® Product Monograph — Date of Approval: November 17, 2020
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PEDIATRIC & ADULT IVIG INFUSION RATE TABLE

NOTE: For patients chronically transfused IVIG, Physician may order infusion rate to be increased, up to the maximum approved infusion rate and eliminate
some intervening rate increases

MAXIMUM RATE
5.4 mLlkglh Increase Rate
MAXIMUM RATE (mL/hour) for 6 mL/kg/hr MAXIMUM RATE
Initial Rate Increase Rate | Increase Rate | Increase Rate N'::r':"lfo:::w;::q) (mL/hour) 8 mL/kg/hr****
] ) 0.5mL/kg/hr 1 mL/kg/hr 2 mL/kg/hr** | 4 mL/kg/hr*** when infusing x 15 minutes (mL/hour)
Patient Weight|  (mL/hour) (mL/hour) (mL/hour) (mL/hour) Gammagard Liquid | (only if increasing | For remainder of
(Kg)* x 30 minutes x 15 minutes x 15 minutes x 15 minutes ONLY to 8.0mL/kg/hr) Infusion
1 0.5 1 2 4 5.4 6 8
2.5 1.25 2.5 5 10 13.5 15 20
5 2.5 5 10 20 27 30 40

7.5 3.75 7.5 15 30 40.5 45 60

10 5 10 20 40 54 60 80

15 7.5 15 30 60 81 90 120
20 10 20 40 80 108 120 160
25 12.5 25 50 100 135 150 200
30 15 30 60 120 162 180 240
35 17.5 35 70 140 189 210 280
40 20 40 80 160 216 240 320
45 22.5 45 90 180 243 270 360
50 25 50 100 200 270 300 400
55 27.5 55 110 220 297 330 440
60 30 60 120 240 324 360 480
65 32.5 65 130 260 351 390 520
70 35 70 140 280 378 420 560
75 37.5 75 150 300 405 450 600
80 40 80 160 320 432 480 640
85 42.5 85 170 340 459 510 680
90 45 90 180 360 486 540 720
95 47.5 95 190 380 513 570 760
100 50 100 200 400 540 600 800
105 52.5 105 210 420 567 630 840
110 55 110 220 440 594 660 880
115 57.5 115 230 460 621 690 920
120 60 120 240 480 648 720 960

* Calculation for rate = Patient Weight (Kg) x Rate (mL/kg/hr) = mL/hour (use for weights not noted on table)

** Maximum rate for patients at an increased risk of developing renal dysfunction or thromboembolic events

*** Maximum rate for patients first dose and if greater than 8 weeks since last dose; Maximum rate for a 5% solution of Gammagard S/D

**** Maximum rate for patients who have had previous exposure with no reaction and if less than 8 weeks since last dose

NOTE: Infusion table adapted from Alberta Health Services IVIG monograph and London Health Sciences Centre
Blood Transfusion Clinical Practice Manual.
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